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Status 

1 )I3 Responsive to communication(s) filed on 17 January 2007 , 
2a)n This action is FINAL. 2b)ISI This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) 1^ Claim(s) 1-17 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) \Z\ Claim(s) is/are allowed. ^ ■ 

6) ^ Claim(s) 7-'/7 is/are rejected. 
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8) n Claim(s) are subject to restriction and/or election requirement 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 
Response to Amendment 

Examiner acknowledges the reply filed on 1/1 1/2007 in which no claims were 
amended, currently claims 1-17 are pending for examination in this application. 

Response to Arguments 

Applicant's arguments, see remarks, filed 1/11/2007, with respect to the 
rejection(s) of claim(s) 1-17 under Grayson (6,210,376) have been fully considered and 
are persuasive. Therefore, the rejection has been withdrawn. However, upon further 
consideration, a new ground(s) of rejection is made in view of Sasso et al. 
(2004/0225292). 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the Invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ). (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AlPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
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directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AlPA (pre-AlPA 35 U.S.C. 102(e)). 

Claims 1-2, 4-9 and 13-17 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Sasso et al. (2004/0225292). Sasso et al. discloses a bone anchor and 
methods of using the same. ^ 

Regarding claims 1-2, 4-9 and 13-17, Sasso et al. discloses a device (10) for 
delivering a substance to a bone comprising a bone screw (12) comprising two ends 
(12a, 22) connected by a shaft wherein the shaft (30) is cannulated along a portion of its 
length, one or more bone-screw fenestrations disposed along its length (32), an insert 
(50) which is permeable to a fluid disposed inside the bone-screw wherein the insert is 
cannulated and has one or more fenestrations (54) to provide a delivery pathway for 
substance through the bone-screw (Figures 1-12). Additionally, the insert partially 
blocks one of the fenestrations (Figures 2-3) and the cannulation of the shaft runs the 
entire length of the bone screw, the screw is self tapping ([0023]) and the screw/insert is 
composed of various alloys ([0033]), and the screw is capable of being used for fixation 
(Figure 12). Sasso et al. further discloses a substance reservoir (5) attached to the end 
of the bone screw (Figure 5). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 



Application/Control Number: 10/620,287 Page 4 

Art Unit: 3763 

invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at Issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claim 3 are rejected under 35 U.S.C 103(a) as being unpatentable over Sasso et 
al. in view of Nelson (5,702,372). Sasso et al. meets the claim limitations as described 
above except for the insert completely blocking a fenestration. 

However, Nelson teaches a lined infusion catheter. 

Regarding claim 3, Nelson teaches a body inserted conduit that contains an 
insert (20, 66) that completely blocks fenestrations (46) in an infusion device (Figures 1 
and 3). 

At the time of the invention, it would have been obvious to add the insert of 
Nelson to the device of Sasso et al. because the addition of the insert allows for control 
of flow through the device (see abstract, summary of invention). The references are 
analogous in the art and with the instant invention; therefore, a combination is proper. 
Therefore, one skilled in the art would have combined the teachings in the references in 
light of the disclosure of Nelson. 
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Claim Rejections - 35 USC § 103 

Claim 10 is rejected under 35 U.S.C 103(a) as being unpatentable over Sasso et 
al. in view of Miller et al. (6,228,088). Sasso et al. meets the claim limitations as 
described above except for a substance reservoir that is attached to the one end of the 
bone screw and implanted subcutaneously. 

However, Miller et al. teaches a combination drill bit and intrametullary catheter. 

Regarding claim 10, Miller et al. teaches a bone screw (38) that has a reservoir 
that can be filled with a therapeutic agent (Figure 1 ) and is can be implanted under the 
skin (Figure 3). 

At the time of the invention, it would have been obvious to add the internal 
reservoir of Miller et al. to the system of Sasso et al. because, the addition of the 
implantable reservoir would allow for long-term outpatient treatment. The references 
are analogous in the art and with the instant invention; therefore, a combination is 
proper. Therefore, one skilled in the art would have combined the teachings in the 
references in light of the disclosure of Miller et al. 

Claim Rejections - 35 USC § 103 

Claims 11-12 are rejected under 35 U.S.C 103(a) as being unpatentable over 
Sasso et al. in view of Wigness et al. (5,203,770). Sasso et al. meets the claim 
limitations as described above except for an implanted pump attached to the end of the 
bone screw. 

However, Wigness et al. teaches a method and apparatus for catheterization. 
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Regarding claims 11-12, Wigness et al. teaches a bone screw (40) that has a 
pump (85) attached to the end of the screw for delivery of therapeutic agents (Figures 1- 
2 and 4-5). 

At the time of the invention, it would have been obvious to add the Internal pump 
of Wigness et al. to the system of Sasso et al. because the addition of a internal pump 
allows for long team controlled delivery of the therapeutic agent to the body. The 
references are analogous in the art and with the instant invention; therefore, a 
combination is proper. Therefore, one skilled in the art would have combined the 
teachings in the references in light of the disclosure of Wigness et al. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure (see PTO 892 form). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher D. Koharski whose telephone number is 
571-272-7230. The examiner can normally be reached on 7:30am to 4:00pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nick Lucchesi can be reached on 571-272-4977. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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